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- The MAILING DATE of this communication appears on the cover sheet with th corr spondenc address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MO NTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 13 August 2003 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-35 and 37-44 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-24.28-35 and 37-44 is/are rejected. 

7) [X] Claim(s) 25-27 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 1 20 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)IE|AII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.|2<] Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 3) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1.78. 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 



2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) K Information Disclosure Statement(s) (PTO-1449) Paper No(s) 6. 13 . 6) □ Other: 
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DETAILED ACTION 

This office action is in response to a Request for Continued Examination (RCE) filed 
8/13/03, Paper No. 14 and an amendment filed 3/20/03, Paper No. 10. Claims 1, 13-15, 21, 22, 
24, 30-31, 34-35 and 37 have been amended, claim 36 has been cancelled and claims 39-44 have 
been added. Claims 1-35 and 37-44 are pending. An IDS filed 8/13/03, Paper No. 13 and an 
IDS filed 8/29/02, Paper No. 6, have been identified and the documents considered. The signed 
and initialed PTO Form 1449s have been mailed with this action. 



Priority 

The instant application is a 371 of PCT/GB99/03830, which appears to claim priority to a 
foreign document 9825215.8. Receipt is acknowledged of papers filed on November 17, 1999 
purporting to comply with the requirements of 35 U.S. C. 1 19(a)-(d) and they have been placed of 
record in the file. Attention is directed to the fact that the date for which foreign priority is 
claimed is not the date of the first filed foreign application acknowledged in the oath" or 
declaration. 

If applicant desires priority under 35 U.S.C. 371 based upon a previously filed 
application, specific reference to the earlier filed application must be made in the instant 
application. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the reference must include 
the relationship (i.e., continuation, divisional, or continuation-in-part) of the applications. This 
should appear as the first sentence of the specification following the title, preferably as a separate 
paragraph unless it appears in an application data sheet. The status of nonprovisional parent 
application(s) (whether patented or abandoned) should also be included. If a parent application 
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has become a patent, the expression "now Patent No. " should follow the filing date of the 

parent application. If a parent application has become abandoned, the expression "now 
abandoned" should follow the filing date of the parent application. 

If the application is a utility or plant application filed under 35 U.S.C; 1 1 1(a) on or after 
November 29, 2000, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the actual filing date of the application or 
sixteen months from the filing date of the prior application. If the application is a utility or 
plant application which entered the national stage from an international application filed 
on or after November 29, 2000, after compliance with 35 U.S.C. 371, the specific reference 
must be submitted during the pendency of the application and within the later of four 
months from the date on which the national stage commenced under 35 U.S.C. 371(b) or (f) 
or sixteen months from the filing date of the prior application. See 37 CFR 1.78(a)(2)(H) 
and (a)(5)(H). This time period is not extendable and a failure to submit the reference required 
by 35 U.S.C. 1 19(e) and/or 120, where applicable, within this time period is considered a waiver 
of any benefit of such prior application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A 
priority claim filed after the required time period may be accepted if it is accompanied by a 
grantable petition to accept an unintentionally delayed claim for priority under 35 U.S.C. 1 19(e), { 
120, 121 and 365(c). The petition must be accompanied by (1) the reference required by 35 
U.S.C. 120 or 1 19(e) and 37 CFR 1.78(a)(2) or (a)(5) to the prior application (unless previously 
submitted), (2) a surcharge under 37 CFR 1.1 7(t), and (3) a statement that the entire delay 
between the date the claim was due under 37 CFR 1.78(a)(2) or (a)(5) and the date the claim was 
filed was unintentional. The Director may require additional information where there is a 



Application/Control Number: 09/856,336 Page 4 

Art Unit: 1636 

question whether the delay was unintentional. The petition should be addressed to: Mail Stop 
Petition, Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 1-12 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1-12 are vague and indefinite in that the metes and bounds of the word 
"substantially" are unclear. The term "substantial" is a relative one not defined by the claim, no 
single set of conditions is recognized by the art as being "substantial" and because the 
specification does not provide a standard for ascertaining the requisite degree. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 4-6, 10-24, 28-35 and 37-44 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventors, at the time the application was filed, had possession 
of the claimed invention. 
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Applicants claim a method for isolating plasmid DNA from genomic DNA "under 
conditions to denature genomic DNA". 

The written description requirement for genus claims may be satisfied through sufficient 
description of a representative number of species by actual reduction to practice, reduction to 
drawings, or by disclosure of relevant identifying characteristics, i.e. structure or other physical 
and/or chemical properties, by functional characteristics coupled with known or disclosed 
correlations between function and structure, or by a combination of such characteristics 
sufficient to show that the applicant was in possession of the claimed genus. Applicants teach 
that the instantly claimed invention distinguishes itself from the prior art by minimizing steps 
required for the isolation of plasmid DNA from genomic DNA by the exploitation of the 
differential solubility between the two under denaturing conditions. Following denaturation, in 
the presence of extraction mixture comprised of chaotrope, butanol and water, genomic DNA 
separates into aqueous phases and plasmid DNA into butanol phase. Therefore, as an essential 
element, the invention claims a "condition" in which genomic DNA is denatured and can be 
retained in the aqueous phase of the extraction mixture and plasmid DNA selectively migrates 
into the butanol phase. In the instant specification, we are only taught that appropriate 
conditions for denaturation are high temperature of 65°C or higher for several minutes or basic 
conditions in which base is present as a hydroxide in concentrations of 100 mM to 200 mM 
(page 3,line 2-16). In the examples, sodium hydroxide in the range of 90 mM and 200 mM 
concentrations is alone exemplified and is shown to be adequate for "good" plasmid recovery 
(page 6-7, table). The disclosure of the afore stated conditions is not accompanied by a 
disclosure as to the relative properties of the condition that denatures DNA for retention in 
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aqueous phases and yet allows plasmid DNA to migrate into the butanol phase. Therefore, there 
is no actual reduction to practice or clear description of what is required for "conditions to 
denture genomic DNA" to meet the limitations of the instant invention. Given the diversity of 
conditions that denature DNA and the inability to determine which will also meet the limitations 
of the instant invention, it is concluded that the invention must be empirically determined. In an 
unpredictable art, the disclosure of two species would not represent to the skilled artisan a 
representative number of species sufficient to show applicants were in possession of claimed 
genus. 

Conclusion 
Claims 1-24, 28-35 and 37-44 are rejected. 

Claims 25-27 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maria B Marvich, PhD whose telephone number is (703) 605- 
1207. The examiner can normally be reached on M-F (6:30-3 :00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, PhD can be reached on (703) 305-1998. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 308-4242. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Maria B Marvich, PhD 

Examiner 

Art Unit 1636 



November 10, 2003 



GERRY LEFFERS U 
PRIMARY EXAMINER 



